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o€ XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN sU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC ST HOAC DUGC STNHUNG TAC DUNG
KHONG MONG MUBN GAP PHAI KHI SU DUNG THUGC.

1. Thanh phén céng thic thudc

- Thanh ph&n hoat ch&t:

. NI f 50 mg

- Thanh phén ta dugc: Lactose, tinh byt s&n, povidon, taic, magnesi stearat, aerosil vira dU 1 vién

nén, -

2. Dgng bao ché .

Viénnén tron mau tring, mgtmat cé chd P, matkia cé rinh ngang, trén cé chd PP, dudicd s650.

3. Chidinh

- B& sung vao khdu phdn &n dé ngin ngira thidu hyt nicotinamid.

- DIéu tr| bénh pellagra.

4.Céchdung va Liéuding

- Ngusildn: M8ilén 1-2vién,ngay 314n.

- Tré emtrén 5tudi: Nralidu ngudildn.

5.Chéngchidinh

- Dij ung vdi nicotinamid.

- Bénh gan ning, loét da day tién trign.

- Xu#t huydt ddng mach, ha huyét &p nang.

6. Canh bio va thin trong khi diing thuéc
Ngudl cé tién st loét da day, dal thdo dudng, bénh gut, suy gan.

7. Sit dyng thubc cho phy ni cé thal va cho con bd
Dung liéu b sung theo khdu phén &n trong thl glan mang thal va cho con bu khdng gay bét e
tdc ddng cé haindo.

8. Anh hudng cia thudc 16n kha néing lél xe va vgn hanh mdy méc: Chua co bAng ching vé anh
hudng cUathuSc18n kha ning léi xe, van hanh may méc.

9. Tuong téc cla thudc

- Dung cung thudc Uc ché men khir HMG-CoA c6 thd lam tang nguy cd gay liéu cd van,

- Dungcling véithudc chen a-adrenergic c6 thé gay ha huyét &p qua muc.

Kh&u phén &n va/ hodc liéu lugng thudc ubng ha dudng huyét hogc insulin c6 thé c4n phai didu
chinh khi s dyng déng thai vdl nicotinamid.

- Dungcungvdicéc thuéc cd doc tinh véi gan cé thé 1am tang thém tac hai docchogan.

- Khéng nén ding ddng thdi vdi carbamazepin vi gy ting néng d9 carbamazepin huyét tudng
ddndénting ddctinh,

10. Tuong ky cia thude: Do khdng c6 céc nghién cuu vé tinh tudng ky cba thudc, khong tron I&n
thudc nay vdi cdc thudc khéc.

11. Téc dyng khéng mong mudn cla thudc

~ Liéu nhd nicotinamid thudng khdng gay doc. Tuy nhién, liéu cao cé thé xay ra mét s8 téc dyng
phy sau. H&u hét nhiing téc dyng nay s& hét sau khingiing thudc.

- Thudng gipbudn ndn, d bitng m§t, ngUa va cdm gléc rét béng & da.

- itgaptrudnghgploétda daytién trién, ndn, chan 4n, ddy hal, tidu chdy, kho da, ting sdc 18, vang
da, suy gan, gidm dung nap glucose, ting 1igt tuyén ba nhdn, 1am bénh git ning thém, tang
dudng huyét, téng uric huyét, dau déu va nhin md, ha huy8t &p, chéng mat, tim dap nhanh, ng&t.

- RA&thiém gip loidng, h8t hodng, glucose nigu, chic ning gan b&t thudng, thdi glan prothrombin
bét thuding, ha albumin huyét, choang phan vé.

12. Qud liéu va céch xU trl
Khi xdy ra qu lidu, khdng c6 bign phép gidi ddc ddc higu. Si dyng bign phdp gay nén, thyt ria
da day, didu tritrigu chung va didu trihd trg.

13.Dctinh dugc lyc hoc

- Nhém dugc ly: Vitamin va khodng chat.

- MaATC: A11H A01

_  Vitamin PP 1 vitamin nhém B tan trong nudc, giQ val trd sinh héa quan trong trong sy chuyén

héa §18 bao.
~ Trong cd thé, nicotinamid thyc hi¢n chuc ndng sau khi chuyén thanh nicotinamid adenin
leotid (NAD) hodc nicoti id adenin leotid p hat (NADP). NAD va NADP c6 vai

trd nhu coenzym cén thiét cho hd h&p t8 bao, phan gidi glycogen, va chuyénhéalipid.

14, DFctinh dugc ddng hoc
Thuéc dugc hdp thu nhanh qua dudng tiéu héa sau khi ung va phan b rong khép vao cic md
clia cd thé, c6 xust hidn trong sGa me. Thai glan bén thal khodng 45 phut. Thubc dugc chuyén
héa & gan thanh N-methylnicotinamid, cac dén chét 2-pyridon va 4-pyridon. Chl mdt lugng nhd
thu8c thaitr qua than & dang khdng d6i.

15. Quy céch ddng géi: Hop 11lo 60 vién nén.

16. Didu kign bio quin: O nhigt 89 khdng qud 30°C.

17. Han dung: 36 thang k8 tif ngay san xudt.
18. Tidu chudn chét lugng cla thudc: DDVNIV.
19.Tén, dja chlclia cd sd san xuitthudc

CONG TY €4 PHAN DUGC PHAM DUGC LIEU PHARMEDIC
367 Nguyén Trdl, Q. 1, TP. HCM, Viét Nam.

Sén xuit tgl nha mdy GMP - WHO

1/67 Nguy8n Van Qud, Quén 12, TP, HCM, Vigt Nam.
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Mdt sau

MAU cU

Mat trudec

Vitamin PP 50

tablets
COMPOSITION
- Nicotinamide 50 mg
- Excipients: Lactose, tapioca starch, povidone, talc, magnesil te, aerosil ...cuiees

sqf 1 tablet.

INDICATIONS

Distary to prevent ni

Treatment of pellagra.

DOSAGE AND ADMINISTRATION

Adults: 1 - 2 tablets, 3 times daily.
Children over 5 years old: haif of the adult dose.

CONTRAINDICATIONS

Hypersensitivity to nicotinamide.
Severe hepatic disease, active peptic ulcer.
Arterial haemorrhage, severe hypotension.

PRECAUTIONS

Patients with history of peptic ulcer disease, diabetes mellitus, gout, hepatic impairment.

INTERACTIONS

Concomitant use with HMG-CoA reductase inhibitors may increase the risk of
rhabdomyolysis.

Concomitant use with a-adrenergic blockers may cause excessive hypotension.

Diet and/ or dosage of oral hypoglycemic drugs or insulin may require adjustment with
concomitant nicotinamide use.

C use with hep
Cor itant use with

in the plasma and increase toxicity.

ic drugs may increase hepatoxicity.
may increase the i of

USE IN PREGNANCY AND LACTATION

Use with dietary supplementary doses during lactation and pregnancy has not been
associated with any adverse effects.

EFFECTS ON ABILITY TODRIVE OR OPERATE MACHINERY: None.
ADVERSE REACTIONS

Small doses of ni ide are usually ic. b , large doses may cause some
following adverse reactions. Most of those effects subside on withdrawal of the drug.

Drug may cause nausea, flushing, itching and burning sensations of the skin.

Rare cases of active peptic ulcer, vomiting, anoxeria, flatulence, diarrhoea, dry skin,
hyperpigmentation, jaundice, liver i i t, reduced gl ! increase of
sebaceous gland activity, p ing gout, hypergly ia, hyper headache and
blurred vision, hypotension, dizziness, tachycardia, syncope may occur.

Ner panic, gl ia, abnormal liver function tests reaction, abnormal
prothrombin time and hyp ia, anaphylactic reaction have been reported very
rarely

* Contact your physiclan if you experience any adverse reactions while using this
medicine.

OVERDOSAGE

In case of overdosage, the specific antidote is unknown. Vomiting or gastric lavage,
symptomatic therapy and general supportive measures should be employed.

PHARMACODYNAMICS

Vitamin PP is water-soluble component of the vitamin B complex group. Vitamin PP plays
animportant biochemical role in the cellular metabolite.
In the body, nicotinamide is converted to nit i denine dinucleotide (NAD) or
icotil ide adenine dir phosphate (NADP). NAD and NADP have function as
coenzymes essential for tissue respiration, glycogenolysis, and lipid metabolism.

PHARMACOKINETICS

Nicotinamide is readily from the gastroi | tract following oral
administration and is widely distributed in the body tissues. It appears in breast milk. The
elimination half life is about 45 minutes. Drug is ized in the liver to N-
methylnicotinamide, and the 2-pyridone and 4-pyridone derivatives. Small amount of
nicotinamide is excreted unchanged in urine.
KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.

SHELF LIFE: 36 months from date of manufacturing.

—SPECIFICATIONTV P v;
PRESENTATION: Bottle of 60 tablets.

DO NOT STORE OVER 30°C.

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

Vitamin PP 50

4
vién nén !

cONG THUC

- Nicotinamid 50 mg

- Ta dugc: lactose, tinh bdt sén, povidon, talc, magnesi stearat, aerosil..........uwes
via du 1 vién nén,

CHI BINH

B4 sung vao kh&u phén &n dé ngan ngua thi§u hyt nicotinamid
Didu tri bénh pellagra.

LIEU LUUNG VA CACH DUNG

Ngua 16n: M3l 14n 1 - 2 vién, ngay 3 I4n.
Tré em trén 5 tui: NUa liéu ngudi Ion.

CHONG CHI BINH

Dj Ung vdi nicotinamid.
Bénh gan ning, loét da day tign trién.
Xu&t huyét dong mach, ha huyét 4p nang.

LUU Y - THAN TRONG

Ngudicé tiénsiloét da day, ddi thdo dudng, bénh gut, suy gan.

TUONG TAC THUBC

Dung cuing thudc t'c chd men khil HMG-CoA cd thé 1am ting nguy cd gay tiéu covan.
Dung cung vithuBc chen a-adrenergic cé thé gay ha huyét ap qué muc.

Kh4u phén &n va/ ho3c lidu lugng thudc udng ha dudng huyét hodc insulin cé thé cén
phai didu chinh khi sif dyng déng thai vdi nicotinamid.

Dung ciing v8i cdc thudc cé ddc tinh v8i gan cé thé lam tang thém tac hai doc cho gan.
Khéng nén dung déng thdi vdi carbamazepin vi gay ting néng do carbamazepin
huyéttudng d&n d&n téng ddc tinh.

PHY N MANG THAI VA PHY NU CHO CON BU

Dung lidu b8 sung theo kh&u phan n trong thdi gian mang thai va cho con b khong
gay bat cur tdc dong cé haindo.

TAC DONG CUA THUGC KHI LAl XE VA VAN HANH MAY MOC: Khang c6.
TAC DYNG KHONG MONG MUGN

Liéu nhd nicotinamid thudng khang gay ddc. Tuy nhién, liéu cao cé thé xay ramdt s§

tédc dyng phy sau. Hiu hét nhiing tdc dyng nay sé hétsau khi ngiing thusc.

Thudng g&p budnndn, dd biing mit, ngura va cam gidc ratbdng & da.

ft g&ip trudng hgploét da day tién trién, ndn, chén &n, ddy hoi, tiéu chay, khd da, ting

séc 18, vang da, suy gan, gidm dung nap glucose, téng tiét tuy&n ba nhan, lam bénh

gut ning thém, ting dudng huyét, ting uric huyét, dau d4u va nhin md, ha huyét &p,

chéng mét, tim d3p nhanh, ng&t.

R4t higm gap lo ling, hdt hodng, glucose nidu, chic n&ng gan bét thudng, thdi gian

prothrombin b&t thudng, ha albumin huyét, choang phanva.

* Théng béo cho Béc si nhilng téc dyng khéng mong mudn gép phal khi sl
dyng thudc.

QUA LIEU VA XU TRI

Khi xay ra qua liéu, khdng co bién phép giai doc d3c hiéu. SU dyng bign phap gay
ndn, thytrira da day, didu tritrigu ching va didutrjhd trg.

DUJC LYC HOC

Vitamin PP la vitamin nhém B tan trong nudc, giQ vai tro sinh héa quan trong trong sy
chuy8nhdadtébao.

Trong cd thé, nicotinamid thyc hign chic ning sau khi chuyén thanh nicotinamid
adenin dinucleotid (NAD) ho#c ni id adenin dinucleotid phosphat (NADP).

NAD va NADP ¢6 vai trdo nhu coenzym cén thiét cho hd hdp t§ bao, phan gidi
glycogen, va chuyén héalipid.

DUGC BDONG HOC

“HANDUNG: 36 thang k& tU ngay san xuflt

Thudc dugc hdp thu nhanh qua dudng tidu héa sau khi udng va phan bd rong khip
vao cacmd clia cd thé, cd xudt hign trong sGa me. Thai gian ban thai khodng 45 phit.
Thuéc dugc chuyén héa & gan thanh N-methylnicotinamid, cac d&n cht 2-pyridon va
4-pyridon. Chim{t lugng nhé thudc thai tris qua thén & dang khdng ddi.
DE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.

TIEU CHUAN: DBVN IV.
TRINH BAY: Lo 60 vién nén.

BAO QUAN O NHIET DO KHONG QUA 30°C.

CTCP DPDL PHARMEDIC: 367 Nguy&n Trdi, Quin 1, Tp. HE Chf Minh, Vigt Nam.
S&n xuat tai nha miy GMP - WHO: 1/67 Nguy&n Vin Qué, 0.12, TP.HCM, Vigt Nam.




